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Art Unit: 3761 

DETAILED ACTION 

Specification 

1 . The disclosure is objected to because of the following informalities: The title of 
the application given on page 1 of the specification is not the same as the title indicated 
on the Application Data Sheet. 

2. The use of the trademark Silkis has been noted in this application. It should be 
capitalized wherever it appears and be accompanied by the generic terminology (such 
as calcitriol lotion). Although the use of trademarks is permissible in patent applications, 
the proprietary nature of the marks should be respected and every effort made to 
prevent their use in any manner which might adversely affect their validity as 
trademarks. 

3. The specification is objected to as failing to provide proper antecedent basis for 
the claimed subject matter. See 37 CFR 1 .75(d)(1) and MPEP § 608.01 (o). Correction 
of the following is required: The specification does not teach the first compartment being 
able to contain a quantity of around 0.36g as required by Claim 10. Appropriate 
correction is required. 

Drawings 

4. The drawings are objected to under 37 CFR 1 .84 (e) and 1 .84(1), and 1 .84(p) 
because of poor line quality in Figs. 1-3, in that the lines, numbers and letters are not 
uniformly thick and well defined, clean, and black; the numbers and reference 
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characters are not all at least 0.32 cm in height; and numerous copy machine marks. 
Corrected drawing sheets in compliance with 37 CFR 1 .121(d) are required in reply to 
the Office action to avoid abandonment of the application. Any amended replacement 
drawing sheet should include all of the figures appearing on the immediate prior version 
of the sheet, even if only one figure is being amended. The figure or figure number of an 
amended drawing should not be labeled as "amended." If a drawing figure is to be 
canceled, the appropriate figure must be removed from the replacement sheet, and 
where necessary, the remaining figures must be renumbered and appropriate changes 
made to the brief description of the several views of the drawings for consistency. 
Additional replacement sheets may be necessary to show the renumbering of the 
remaining figures. Each drawing sheet submitted after the filing date of an application 
must be labeled in the top margin as either "Replacement Sheet" or "New Sheet" 
pursuant to 37 CFR 1.121(d). If the changes are not accepted by the examiner, the 
applicant will be notified and informed of any required corrective action in the next Office 
action. The objection to the drawings will not be held in abeyance. 

Claim Objections 

5. Claim 14 is objected to because of the following informality: In Claim 14, line 1, 
"according claim" should be "according to claim". Appropriate correction is required. 



Claim Rejections - 35 USC §112 

6. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 



Application/Control Number: 10/582,214 Page 4 

Art Unit: 3761 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

7. Claims 2-3, 5-8, 10-14, and 15-20 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. It is not clear to the Examiner 
whether or not the limitations following the term "preferably" are being claimed. In 
Claim 2, "the following compartments" lacks antecedent basis. In Claims 6 and 1 1 , "the 
second" lacks antecedent basis. In Claims 7 and 12, "the second" and "the third" lack 
antecedent basis. In Claims 8 and 13, "the second", "the third", and "the fourth" or 
"fourth" lack antecedent basis. In Claim 15, "the graduation" lacks antecedent basis. In 
Claim 16, "the first" lacks antecedent basis. 

8. Claims 10-13 and 20 contain the trademark/trade name Silkis. Where a 
trademark or trade name is used in a claim as a limitation to identify or describe a 
particular material or product, the claim does not comply with the requirements of 35 
U.S.C. 112, second paragraph. See Ex parte Simpson, 218 USPQ 1020 (Bd. App. 
1982). The claim scope is uncertain since the trademark or trade name cannot be used 
properly to identify any particular material or product. A trademark or trade name is 
used to identify a source of goods, and not the goods themselves. Thus, a trademark or 
trade name does not identify or describe the goods associated with the trademark or 
trade name. In the present case, the trademark/trade name is used to identify/describe 
the composition and, accordingly, the identification/description is indefinite. 
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Claim Rejections - 35 USC § 102 

9. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

10. Claims 1-4, 9, 14-15, and 20 are rejected under 35 U.S.C. 102(b) as being 
anticipated by U.S. Patent No. 4,522,622 to Peery et al. 

1 1 . For Claim 1 , Peery teaches a metering device for a product which is a 
pharmaceutical composition; the device is fully capable of being used with a product 
intended to be applied to the skin (Abstract, Figs. 1-6, col. 1, lines 5-11 and 31-38, col. 
2, lines 34-68, col. 3, lines 44-60, col. 4, line 63 to col. 5, line 7, Claims 1 , 7). Peery 
teaches an applicator stick 1 with a longitudinal groove along which is defined a series 
of compartments 3 (groove includes passageways 6; Figs. 1-2, col. 2, lines 34-68, 
Claim 1 ). The groove is fully capable of accommodating a quantity of composition 
corresponding to a defined surface area of the skin to be treated, with this quantity 
being defined by one or more compartments 3 (Figs. 1-2, col. 2, lines 34-68, col. 3, lines 
13-44, Claim 1). 

12. For Claim 2, Peery teaches the applicator stick 1 being fitted with graduations 
which from one end of the groove corresponding to the start of the first compartment 
and for the following compartments, define the quantity of composition in the 
compartments of the groove (Abstract, Figs. 1-2, col. 2, lines 34-68, col. 3, lines 13-44, 
Claim 1). 
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13. For Claims 3 and 14, Peery teaches at least two compartments 3 (Figs. 1-2, col. 
2, lines 34-68, Claim 1). 

14. For Claims 4 and 1 5, Peery teaches the graduation of the applicator stick 
including protuberances and notches (Abstract, Figs. 1-2, col. 2, lines 34-68, col. 3, 
lines 13-44, Claim 1). 

1 5. For Claims 9 and 20, the device of Peery is fully capable of containing a 
composition intended to treat psoriasis (Figs. 1-2col. 1, lines 5-38, col. 2, lines 34-68, 
col. 3, lines 1 3-60, col. 4, line 63 to col. 5, line 7, Claims 1 , 7; note that the composition 
itself is not claimed). 

Claim Rejections - 35 USC § 103 

16. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 
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1 7. Claims 5-8, 1 0-1 3, and 1 6-1 9 rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Peery in view of U.S. Patent Application Publication No. 
2004/0071494 to Staniforth et al. 

18. For Claims 5-8 and 1 6-1 9, Peery teaches all the limitations of Claims 2, 3, and 4, 
as described above in paragraphs 12, 13, and 14 respectively. Peery teaches four 
compartments (Figs. 1-2, col. 2, lines 34-68). Peery teaches each compartment of the 
device containing a quantity of the composition for a unit dose (col. 1 , lines 5-1 1 , 31 -38, 
col. 2, lines 34-68, col. 3, lines 13-60, col. 4, line 63 to col. 5, line 20, Claim 1). Peery 
does not expressly teach the first, second, third, or fourth compartment being able to 
contain a quantity of composition corresponding approximately to an area of the total 
surface of the body. The quantity of the composition dispensed by the device is a result 
effective variable, since it affects the dosage delivered. The discovery of an optimum 
value of a result effective variable is ordinarily within the ordinary skill in the art. See In 
re Boesch and Slaney, 205 USPQ 215 (CCPA 1980). Staniforth confirms this and 
teaches a metering device including compartments, with each compartment holding a 
suitable quantity of composition for application to the surface of a body (Figs. 1-21 , 
paragraphs 2, 4-14, 15, 79-108, Claim 1). Staniforth teaches that it is desirable in the 
treatment of skin disorders for the dosing regime to be adhered to accurately 
(paragraphs 4-9, 1 5). Staniforth teaches application of a unit dose of a therapeutically 
effective amount of a therapeutic agent to the skin (paragraphs 26, 38, 44, 79-82, 103). 
It would have been obvious to one of ordinary skill in the art at the time of the invention 
to modify Peery to include each compartment being able to contain a suitable quantity 
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of the composition, as taught by Staniforth, to allow unit doses to be applied and a 
dosing regime to be adhered to accurately, as taught by Staniforth. 
1 9. For Claims 1 0-1 3, Peery teaches all the limitations of Claim 9, as described 
above in paragraph 15. Peery teaches four compartments (Figs. 1-2, col. 2, lines 34- 
68). Peery teaches each compartment of the device containing a quantity of the 
composition for a unit dose (col. 1 , lines 5-11, 31-38, col. 2, lines 34-68, col. 3, lines 13- 
60, col. 4, line 63 to col. 5, line 20, Claim 1 ). Peery does not expressly teach the first, 
second, third, or fourth compartment being able to contain a quantity of around 0.36 g to 
0.54 g, 1.08 g to 1.62g, 2.16 g to 3.20 g, or 3.24 g to 4.86 g of Silkis. The quantity of the 
composition held in each compartment of the device is a result effective variable, since 
it affects the dosage delivered. The discovery of an optimum value of a result effective 
variable is ordinarily within the ordinary skill in the art. Staniforth confirms this and 
teaches a metering device including compartments, with each compartment holding a 
suitable quantity of composition for a unit dose (Figs. 1-21, paragraphs 2, 4-14, 15, 26, 
38, 44, 79-1 08, Claim 1 ). Staniforth teaches application of a unit dose of a 
therapeutically effective amount of a therapeutic agent to the skin (paragraphs 26, 38, 
44, 79-82, 1 03). It would have been obvious to one of ordinary skill in the art at the time 
of the invention to modify Peery to include each compartment being able to contain a 
suitable quantity of the composition, as taught by Staniforth, to allow unit doses to be 
applied and a dosing regime to be adhered to accurately, as taught by Staniforth. 
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Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to PAULA L. CRAIG whose telephone number is (571)272- 
5964. The examiner can normally be reached on M-F 8:30 AM to 4:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tatyana Zalukaeva can be reached on (571) 272-1 115. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Paula L Craig 
Examiner 
Art Unit 3761 

IP. L. CV 

/Tatyana Zalukaeva/ 
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Supervisory Patent Examiner, Art Unit 3761 



